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DETAILED ACTION 

Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-20 and 55-56 are, drawn to jettable solutions containing vesicles, 
classified in class 424, subclass 450. 

II. Claims 21-41 are, drawn to a method of forming a jettable pharmaceutical 
solution, classified in class 264, subclass 4.1. 

III. Claims 42-48 are, drawn to a method of forming an oral pharmaceutical, 
classified in class 424, subclass 439. 

IV. Claims 49-54 and 57-59 are, drawn to a system for dispensing an oral 
solution, classified in class 426, subclass 302. 

The inventions are distinct, each from the other because of the following reasons: 

2. Inventions II and I are related as process of making and product made. The 
inventions are distinct if either or both of the following can be shown: (1 ) that the 
process as claimed can be used to make another and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
(MPEP § 806.05(f)). In the instant case the process can be used to make a cosmetic 
encapsulated within the vesicles or the product can be formed from already formed 
liposomes and loading the pharmaceutical by an ion or pH gradient. 

3. Inventions I and IV are related as mutually exclusive species in an intermediate- 
final product relationship. Distinctness is proven for claims in this relationship if the 
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intermediate product is useful to make other than the final product, and the species are 
patentably distinct (MPEP § 806.05G)). In the instant case, the intermediate product is 
deemed to be useful as such without edible material for topical and other modes of 
administration and the inventions are deemed patentably distinct because there is 
nothing on this record to show them to be obvious variants. 

4. Inventions III and IV are related as process of making and product made. The 
inventions are distinct if either or both of the following can be shown: (1) that the 
process as claimed can be used to make another and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
(MPEP § 806.05(f)). In the instant case the product can be formed using different types 
of ink jet dispensers applicants themselves are claiming. 

5. Inventions II and III are independent and distinct in that they are different 
methods. 

6. Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions have acquired a separate status in the art in view of their 
different classification, restriction for examination purposes as indicated is proper. 

7. Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions require a different field of search (see MPEP § 808.02), 
restriction for examination purposes as indicated is proper. 
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8. Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions have acquired a separate status in the art due to their 
recognized divergent subject matter, restriction for examination purposes as indicated is 
proper. 

9. This application contains claims directed to the following patentably distinct 
species: 

10. In Groups I and II: a) vesicles formed from lipids; b) vesicles formed from diblock 
polymers. 

11. The species are independent or distinct because they are different types of 
vesicles. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claims 1 and 21 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1 .141 . If claims are added after 
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the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

12. In Group I: a) species in claim 16; b) species in claim 17; c) species in claim 18; 
d) species in claim 19; species in claim 20. 

13. The species are independent or distinct because they are different types of 
vesicles. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claim 1 is generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 

of claims to additional species which depend from or otherwise require all the limitations 

of an allowable generic claim as provided by 37 CFR 1 .141 . If claims are added after 

the election, applicant must indicate which are readable upon the elected species. 

MPEP § 809.02(a). 

Effective November 1 , 2007, if applicant wishes to present more than 5 
independent claims or more than 25 total claims in an application, applicant will 
be required to file an examination support document (ESD) in compliance with 37 
CFR 1 .265 before the first Office action on the merits (hereafter "5/25 claim 
threshold"). See Changes to Practice for Continued Examination Filings. Patent 
Applications Containing Patentablv Indistinct Claims, and Examination of Claims 



Application/Control Number: 10/827,484 



Page 6 



Art Unit: 1615 

in Patent Applications . 72 Fed. Reg. 46715 (Aug. 21, 2007), 1322 Off. Gaz. Pat. 
Office 76 (Sept. 1 1 , 2007) (final rule). The changes to 37 CFR 1 .75(b) apply to 
any pending applications in which a first Office action on the merits (FAOM) has 
not been mailed before November 1, 2007. Withdrawn claims will not be taken 
into account in determining whether an application exceeds the 5/25 claim 
threshold. For more information on the final rule, please see 
http://www.uspto.gov/web/offices/pac/dapp/opla/presentation/clmcontfinalrule.ht 
ml. 

In response to the restriction requirement set forth in this Office action, applicant 
is required to file an election responsive to the restriction requirement. Applicant 
may not file a suggested restriction requirement (SRR) in lieu of an election 
responsive to the restriction requirement as a reply. A SRR alone will not be 
considered a bona-fide reply to this Office action. 

If applicant elects an invention that is drawn to no more than 5 independent 
claims and no more than 25 total claims, applicant will not be required to file an 
ESD in compliance with 37 CFR 1 .265 that covers each of the elected claims. If 
the elected invention is drawn to more than 5 independent claims or more than 
25 total claims, applicant may file an amendment canceling a number of elected 
claims so that the elected invention would be drawn to no more than 5 
independent claims and no more than 25 total claims. 

If the restriction requirement is mailed on or after November 1, 2007, applicant is 
also required to file an ESD in compliance with 37 CFR 1.265 that covers each of 
the elected claims, unless the elected invention is drawn to no more than 5 
independent claims and no more than 25 total claims taking into account any 
amendment to the claims. To avoid the abandonment of the application, the 
ESD (if required) and the election must be filed within TWO MONTHS from the 
mailing date of this Office action. The two-month time period for reply is 
extendable under 37 CFR 1.136. 

If the restriction requirement is mailed before November 1, 2007, the election 
must be filed within ONE MONTH or THIRTY DAYS, whichever is longer, from 
the mailing date of this Office action. The time period for reply is extendable 
under 37 CFR 1.136. Furthermore, if the elected invention is drawn to more than 
5 independent claims or more than 25 total claims taking into account any 
amendment to the claims, the Office will notify applicant and provide a time 
period in which applicant is required to file an ESD in compliance with 37 CFR 
1.265 covering each of the elected claims or amend the application to contain no 
more than 5 independent elected claims and no more than 25 total elected 
claims. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gollamudi S. Kishore, Ph.D whose telephone number is 
(571) 272-0598. The examiner can normally be reached on 6:30 AM- 4 PM, alternate 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Woodward Michael can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Gollamudi S Kishore, Ph.D 
Primary Examiner 
Art Unit 1615 
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